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Office Action Summary 



Application No. 
09/164,862 



Applicant^/ 



Price 



Examiner 



First Last 



Group Art Unit 
1234 



□ Responsive to communication(s) filed on 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3 



3 month(s), or thirty days, whichever 
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claims 

K Claim(s) 1-62 



is/are pending in the application. 



Of the above, claim(s) 1 9-37 and 40-46 
□ Claim (s) 



Kl Claim(s) 1-18, 38, 39, and 47-62 

□ Ciaim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved □ disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

* Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attachment(s) 

Kl Notice of References Cited, PTO-892 

Kl Information Disclosure Statement(s), PTO-1449, Paper No(s). 6,11, 14 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-1 52 



— SEE OFFICE ACTION ON THE FOLLOWING PAGES 
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Office Action Summary 



Part of Paper No. 



Application/Control Number: 09164862 Page 2 

Art Unit: 1642 

DETAILED ACTION 
Election/Restriction 

1 . Applicant's election with traverse of Group I, claims 1 -1 8 in Paper No. 1 8 

is acknowledged. The traversal is on the ground(s) that it would not pose an undue burden on the 
Examiner to examine all of Groups I-IV. Upon reconsideration Groups I and III, all drawn to 
methods of detecting cancer (or its recurrence) comprising the detection of YKL-40 are rejoined. 
Applicant's arguments concerning the joining of Groups II and IV with Group I are not found 
persuasive. Applicant has pointed to no errors in the restriction requirement. As to the question 
of burden of search, the claims of Groups I and II are classified differently, necessitating 
different searches in the U.S. Patent shoes. Further, classification of subject matter is merely one 
indication of the burdensome nature of the search involved. The literature search, particularly 
relevant in this art, is not co-extensive and is much more important in evaluating the burden of 
search. Group IV invloves additional searcing of subject matter relating to bacterial infections. 
Clearly different searches and issues are involved in the examination of each group. For these 
reasons the restriction requirement is deemed to be proper and is adhered to. The requirement 
is therefore made FINAL. 

Claims 1-18, 38-39 and 47-62 are pending for the examination. 

Information Disclosure Statement 

2. References AT and ABB on the information disclosure statement filed 4/16/99 have not 
been considered by the examiner. Copies of these two references were not found in the file. 
Applicant is invited to provide replacement copies for considereation by the examiner. 
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Sequence Compliance 

3. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CRF. § 1.821(a)(1) and (a)(2). A 
computer readable form (CRF) of the sequence listing was submitted. However, the CRF could 
not be processed by the Scientific and Technical Information Center (STIC) for the reason(s) set 
forth on the attached CRF Diskette Problem Report. Applicant is given the RESPONSE 
PERIOD OF THIS OFFICE ACTION within which to supply the correction in order to avoid 
abandonment. EXTENSIONS OF THIS TIME LIMIT MAY BE GRANTED UNDER 37 
CFR 1.136(a). Any questions regarding compliance with the sequence rules requirements 
specifically should be directed to Mark Spencer at 703-308-4212. 

Claim Rejections - 35 USC § 112 

4. Claims 1-18, 47-62 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 is vague and indefinite in a recitation of "a adrenal gland cancer." It probably 
should be "an adrenal gland cancer." 

Claim 47 is vague and indefinite in a recitation of "statistically significant difference." 
It is not clear what kind index applicants are using for the statistic calculation. 

Claim 50 is vague and indefinite for using improper Markush group. "And" should be 
inserted before "a prostate cancer." 
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Art Unit: 1642 

Claim Rejections - 35 USC §102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

6. Claims 1, 9-13, 15-17, 38, 39, 47-50, 52, 56-57, 59-61 are rejected under 35 

U.S.C. 102(b) as being anticipated by Johansen et al.(European J. Cancer, Vol. 31 A, No. 9, pp. 
1437-1442, 1995). 

Claims 1, 9, 10, 38, 39, 47-50, 52, 56 are drawn to a method for estimating length of 
survival of a cancer patient or screening for a cancer or recurrence of cancer, said method 
comprising: 

Obtaining a biologic sample from a cancer patient; measuring a level of YKL-40, wherein 
in the higher level YKL-40 comparing to the normal level indicating a reduced survival 
expectancy or the presence of cancer. 

Claims 1 1-13, 15-17, 57, 59-61 are drawn to the different immunoassays for detecting the 
YKL-40. 

Johansen et al teach a method for estimating length of survival of breast cancer patients or 
screening breast cancer or recurrence of cancer by detecting YKL-40 from blood samples 
(abstract; page 1438, column 2, 3rd paragraph). The reference also teaches immunoassy methods 
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such as RIA, ELISA by antisera against YKL-40 (page 1438, column 2, 4th and 5th paragraphs). 
The reference also teaches a method for using statistical analysis (page 1438, column 2, 7th 
paragraph). Therefore, the reference anticipates claims 1, 9-13, 15-17, 38, 39, 47-50, 52, 56-57, 
59-61. 

7. Claiml, 4-10, 11-18, 47-49, 56-62 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Robbins et al (US Patent No: 5726061, filed 10/8/96, issued 3/10/98). 

Claims 4-8 further limit claim 1 in reciting colorectal cancer and Duke's stage A-D 
colorectal cancer. 

Claims 18 and 62 are drawn to a monoclonal antibody. 

Robbins et al teach a method for screening for colorectal cancer by measuring levels of 
HC gp-39 (also called YKL-40), wherein the subtypes of .colorectal are inherently included. The 
reference also teaches the method for monitoring the cancer, wherein the method for estimating 
the survival is inherently taught(see abstract, column 3, second paragraph). Moreover, Robbins 
also teaches a method for using immunoassays such as RIA, ELISA, competitive binding assay to 
detect the HC gp-39 protein in a patient (column 3, lines 30-36). Robbins further teaches a 
method of using an antibody, prefer a monoclonal antibody (column 4, lines 34-35). Therefore, 
the reference anticipates the claims. 

Claim Rejections - 35 USC § 103 

8. Claim 1-18, 47-62 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Johansen et al over Maggio et al (US Patent No. 4828981, issued on 5/9/89) and Harlow et al 
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(Antibodies, A laboratory Manual, Cold Spring Harbor Laboratory, 1988, pages 148-212) and 
Price et al (WO 95/01995, 1/19/95). 

Claims 2-3, 51, 53-55 are drawn to different type of cancer. 

Claims 10 and 49 are drawn to a biological sample from blood, plasma, serum, synovial 
fluid etc. 

Claim 14 and 58 are drawn to a competitive immunoassay. 

Johansen et al disclose as set forth in 102(b) rejection. However, Johansen et al differ from 
the instant invention in failing to disclose other types of cancer, a monoclonal antibody, and 
different sources of samples. Price et al disclose a method for testing serum and synovial 
fluid(page 35, lines 5-14). Harlow et al discloses a method for making a monclonal antibody (page 
196-212). Maggio et al teach a method of competitive immunoassay. 

It would have been prima facie obvious for one of the ordinary skill in the art at the time 
the invention was made to use the method taught by Johansen et al for detecting cancers One of 
ordinary skill in the art would have been motivated to substitute other cancers such for breast 
cancer because one of ordinary skill in the art would have recognized the testing the level of 
YKL-40 would provide the same information as the test in breast cancer as suggested by 
Johansen et al (see page 1442, column 1). 

In addition, it would have been prima facie obvious for one of the ordinary skill in the art 
at the time the invention was made to make a monoclonal antibody. One of ordinary skill in the 
art would have been motivated to introduce a YKL-40 fragment into an animal with an 
immunogen and subsequently taking the spleen cell from the animal to make the hybridoma which 
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secretes a single antibody species to the antigen, because of the teaching by Harlow et al. 
Therefore, one of ordinary skill in the art would have reasonable expectation of success of making 
these monoclonal antibodies specific to YKL-40. Moreover, it is obvious to use the same from 
different places since Price et al disclose tests of YKL-40 in these samples. Finally, it is obvious 
for one of the skill in the art at the time of the invention to substitute competitive immunoassay as 
disclose by Maggio et al for RIA or ELISA because it functions in a same manner in providing the 
detecting of YKL-40 protein. 



9. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Lin Sun-Hoffman, Ph.D., whose telephone number is (703)-308-7552. The 
examiner can normally be reached on Monday to Friday from 7:30 am to 4:00 pm Eastern 
Standard Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Tony Caputa, Ph.D., who can be reached on (703) -305-3995. 

Lin Sun-Hoffman, Ph.D. 



Conclusion 





May 22, 2000 



NANCY A. JOHNSON, PH.D 
PRIMARY EXAMINER 



RAW SEQUENCE LISTING 
ERROR REPORT 




The Biotechnology Systems Branch of the Scientific and Technical Information Center 
(STIC) detected errors when processing the following CRF diskette: 



THE ATTACHED PRINTOUT EXPLAINS THE ERRORS DETECTED. 

PLEASE BE SURE TO FORWARD THIS INFORMATION TO THE APPLICANTS 
BY EITHER: 

1) INCLUDING A COPY OF THIS PRINTOUT IN YOUR NEXT 
COMMUNICATION TO THE APPLICANTS ALONG WITH A NOTICE TO 
COMPLY or, 

2) CALLING APPLICANTS AND FAXING THEM A COPY OF THE PRINTOUT 
WITH A NOTICE TO COMPLY 

THIS WILL INSURE THAT THE NEXT SUBMISSION RECEIVED FROM THEM 
WILL BE ERROR FREE. 

IF YOU HAVE ANY FURTHER QUESTIONS, PLEASE CALL: 

MARK SPENCER 703-308-4212 





Art Unit / Team No. : 



MR 3 o mo 




Raw Sequence Listing Error Summary 



FRROR DETECTED SUGGESTED CORRECTION 



SERIAL NUMBER: 



2. 



ATTN: NEW RULES CASES: PLEASE DISREGARD ENGLISH "ALPHA- HEADERS, WHICH WERE INSERTED BY PTO SOFTWARE 



1 



Wrapped Nucleics 



Wrapped Aminos 



The number/text at the end of each line "wrapped" down to the next line. 
This may occur if your file was retrieved in a word processor after creating it. 
Please adjust your right margin to .3, as this will prevent "wrapping". 

The amino acid number/text at the end of each line "wrapped " down to the next line. 
This may occur if your file was retrieved in a word processor after creating it. 
Please adjust your right margin to .3, as this will prevent "wrapping". 



Incorrect Line Length The rules require that a line not exceed 72 characters in length. This includes spaces. 



Misaligned Amino Acid 
Numbering 

Non-ASCII 



Variable Length 



Patentln ver. 2.0 "bug" 



Skipped Sequences 
(OLD RULES) 



j 



Skipped Sequences 
(NEW RULES) 



Use of n's or Xaa's 
(NEW RULES) 



The numbering under each 5th amino acid is misaligned. This may be caused by the use of tabs 
between the numbering. It is recommended to delete any tabs and use spacing between the numbers. 



This file was not saved in ASCII (DOS) text, as required by the Sequence Rules. 
Please ensure your subsequent submission is saved in ASCii text so that it can be processed. 

Sequence(s) contain n*s or Xaa's which represented more than one residue. 

As per the rules, each n or Xaa can only represent a single residue. 
Please present the maximum number of each residue having variable length and 
indicate in the (ix) feature section that some may be missing. 

A "bug" in Patentln version 2.0 has caused the <220>-<223> section to be missing from amino acid 

sequence(s) . Normally, Patentln would automatically generate this section from the 

previously coded nucleic add sequence. Please manually copy the relevant <220>-<223> section 
to the subsequent amino acid sequence. 



Sequence(s) missing. If intentional, please use the following format for each skipped sequence: 

(2) INFORMATION FOR SEQ ID NO:X: 

(i) SEQUENCE CHARACTERISTICS:(Do not insert any headings under "SEQUENCE CHARACTERISTICS") 
(xl) SEQUENCE DESCRIPTION:SEQ ID NO:X: 
This sequence Is Intentionally skipped 

Please also adjust the "(iii) NUMBER OF SEQUENCES:" response to include the skipped sequence(s). 

Sequence(s) missing. If intentional, please use the following format for each skipped sequence. 

<210> sequence Id number 
<400> sequence Id number 
000 

Use of n's and/or Xaa's have been detected in the Sequence Listing. 
Use of <220> to'<223> is MANDATORY if n's or Xaa's are presenL 

In <220> to <223> section, please explain location of n or Xaa, and which residue n or Xaa represents. 



Us of <213>Organism Sequence's). 
(NEW RULES) 



. are missing this mandatory field or its response. 



Use of <220>Feature 
(NEW RULES) 




Sequence(s) are missing the <220>Feature and associated headings. 

Use of <220> to <223> is MANDATORY if <213>ORGANISM is "Artificial" or "Unknown" 
Please explain source of genetic material In <220> to <223> section. 

(See "Federal Register," 6/01/98, Vol. 63, No. 104, pp. 29631-32) (Sec. 1.823 of new Rules) 

Pleased not us "C pyt Disk" function f Patentln version 2.0. This causes a corrupted 
^file f resulting in missing mandatory numeric identifiers and responses (as indicated on raw sequence listing). 
p3&stead^pl§ase use "File Manager" or any other means to copy file t floppy disk. 
' ' AKS^BIotechnology Systems Branch- 5/15/99 
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PAGE: 1 RAW SEQUENCE LISTING DATE: 03/17/2000 

PATENT APPLICATION US/09/164,862 TIME: 15:32:41 

Input Set: II 648 62. RAW 



w — > 



This Raw Listing contains the General Information 
Section and up to first 5 pages. 

Does Not C omply 



1 


<110> 


2 




3 


<120> 


4 


<130> 


5 


<140> 


6 


<141> 


7 


<160> 


8 


<170> 


9 


<210> 


10 


<211> 


11 


<212> 


12 


<213> 


13 


<220> 


14 


<223> 


15 




16 


<400> 


17 




18 




19 




20 




21 


<210> 


22 


<211> 


23 


<212> 


24 


<213> 


25 


<220> 


26 


<223> 


27 




28 




29 


<400> 


30 




31 




32 




33 


<210> 


34 


<211> 


35 


<212> 


36 


<213> 


37 


<220> 


38 


<223> 


39 




40 


<400> 


41 




42 




43 


<210> 


44 


<211> 



APPLICANT: Price , Paul A 
Johansen, Julia S 



Corrected Diskette Needed 



YKL-4 0 AS A MARKER AND PROGNOSTIC INDICATOR FOR CANCERS 



CLING DATE: 1998-10-01 
SEQ ID NOS: 4 
Patentln Ver» 2.0 
1 



i: 25 
PRT 



amino acid sequence for the YKL-40 protein. 
SEQUENCE: 1 

Tyr Lys Leu Val Cys Tyr Tyr Thr Ser Trp Ser Gin Tyr Arg Glu Gly 

1 /^\ 5 10 15 

Asp Gly SerfXaajPhe Pro Asp Ala Leu 



1.19 ffK Cv^ J<~~~1 



PRT 



Artificial Sequence 



OTHER INFORMATION: Description of Artificial Sequence: 
amino acid sequence for the YKL-40 protein (YKL-40 
peptide A) . 



An internal 



Leu Asn Thr Leu Lys Asn Arg Asn Pro Asn Leu Lys Thr Leu Leu Ser 



10 



15 



Val Gly Gly 
SEQ ID NO 3 
LENGTH: 7 
TYPE: PRT 



B, 



Leu Arg Leu Gly Ala Pro Ala 

1 5 
SEQ ID NO 4 
LENGTH: 1681 



1642 



PAGE: 2 RAW SEQUENCE LISTING DATE: 03/17/2000 

PATENT APPLICATION US/09/164,862 TIME: 15:32:41 

Input Set: 1164862. RAW 

45 <212> TYPE: DNA 

46 <213> ORGANISM: Artificial Sequence 

47 <220> FEATURE: 

48 <223> OTHER INFORMATION: Description of Artificial Sequence : cDNA nucleotide 

49 sequence for the coding region of the gene for 

50 YKL-40* 

51 <400> SEQUENCE: 4 

52 ctaggtagct ggcaccagga gccgtgggca agggaagagg ccacaccctg ccctgctctg 60 

53 ctgcagccag aatgggtgtg aaggcgtctc aaacaggctt tgtggtcctg gtgctgctcc 120 

54 agtgctgctc tgcatacaaa ctggtctgct actacaccag ctggtcccag taccgggaag 180 

55 gcgatgggag ctgcttccca gatgcccttg accgcttcct gtgtacccac atcatctaca 240 

56 gctttgccaa tataagcaac gatcacatcg acacctggga gtggaatgat gtgacgctct 300 

57 acggcatgct caacacactc aacaacacga accccaacct gaagactctc ttgtctgtcg 360 

58 gaggatggaa ctttgggtct caaagatttt ccaagatagc ctccaacacc cagagtcgcc 420 

5 9 aaafi+.ttfiat. naaatraata rrarcatttc tarararrra taartttaat aaacat.aaca 4 80 

-j -j _ _ — - ^ — -J - - jj - - - - -/ - -zi^f----^! — - ~ ~ - ~ • 

60 ttgcctggct ctaccctgga cggagagaca aacaccattt taccacccta atcaaggaaa 540 

61 tgaaggccga atttataaag gaagcccagc cagggaaaaa gcagctcctg ctcagcgcag 600 

62 cactgtctgc ggggaaggtc accattgaca gcagctatga cattgccaag atatcccaac 660 

63 acctggattt cattagcatc atgacctacg attttcatgg cgcctggcgt gggaccacag 720 

64 gccatcacag tcccctcagg cgaggtcagg aggatgcaag tcctgacaga ttcagcaaca 780 

65 ctgactatgc tgtggggtac atgttgaggc tgggggctcc tgccagtaag ctggtgatgg 840 

66 gcatccccac cttcgggagg agcttcactc tggcttcttc tgagactggt gttccagcgc 900 

67 caatctcagg accgggaatt ccaggccggt tcaccaagga ggcagggacc cttgcctact 960 

68 atgagatctg tgacttcctc cgcggagcca cagtccatag aaccctcggc cagcaggtcc 1020 

69 cctatgccac caagggcaac cagtgggtag gatacgacga ccaggaaagc gtcaaaagca 1080 

70 aggtgcagta cctgaaggat aggcagctgg caggcgccat ggtatgggcc ctggacctgg 1140 

71 atgacttcca gggctccttc tgcggccagg atctgcgctt ccctctcacc aatgccatca 1200 

72 aggatgcact cgctgcaacg tagccctctg ttctgcacac agcacggggg ccaaggatgc 1260 

73 cccgtccccg tctggctggc cgggagcctg atcacctgcc ctgctgagtc ccaggctgag 1320 

74 cctcagtctc cctcccttgg ggcctatgca gaggtccaca acacacagat ttgagctcag 1380 

75 ccctggtggg cagagaggta cacacttgtt gatgattaat ggaaatgttt acagatcccc 1440 

76 aagcctggca agggaatttc ttcaactccc tgccccctag ccctccttat caaaggacac 1500 

77 cattttggca agctctatca ccaaggagcc aaacatccta caagacacag tgaccatact 1560 

78 aattataccc cctgcaaagc cagcttgaaa ccttcactta ggaacgtaat cgtgtcccct 1620 

79 atcctacttc cccttcctaa ttccacagct gctcaataaa gtacaagagt ttaacagtgt 1680 

80 g 1681 



PAGE;, . 3 A VERIFICATION SUMMARY A DATE : 03/17/2000 

^ATENT APPLICATION US/09/164,862 TIME: 15:32:41 

Input Set: I 164 8 6 2. RAW 

Line ? Error/Warning Original Text 

19 W "N" or "Xaa" used: Feature required Asp Gly Ser Xaa Phe Pro Asp Ala Leu 



